'WbaX. is claimed is: 

1 : A gel mass composidon comprising 

a) a film-fbtming, water-soluble polymer, 

b) an acid-insolable polymer, and 

c) an alkaline aqueous solvent; and, opdonally, 

d) at least one plasdcizer; and, optionally, 

e) a coloring agent; 

wherein the final pH of the gel mass is less than or equal to about 9 pH onits. 

2. The gel mass composition of claim 1, wherein die film-fonning« water-soluble 
polymer is proteinaetias. 

3. Ihe gel mass composition of claim 2, wherein the proteinasous lilm-fonning, wat^-- 
soluble polymer is gelatin. 

4. The gel mass composition of claim 3, wherein the gelatin is extracted from animal 
bones or skins, and has about 100 to about 250 blooms. 

5. The gel mass composition of claim li whecein the film-fanning, wa^Hioluble 
pol)aner is a carbohydrate. 

6. The gel mass composition of claim S, wher^ the carbohydrate is selected from the 
group consisting of hydroxypiopyl methylcellulose and methyl cellulose. 

7. The gel mass composition of claim 1, wherein the film-forming, water-soluble 
polymer is selected from the group consisting of acrylic and methacryUc acid 
copolymers, cellulose acetate esters such as phthalate. butyrate, hydroxypropyl methyl 
cellulose phthalate, and salts dieieof . 

8. The gel mass composition of claim 1, further comprising at least one plasticizer 
selected from the group consisting of sorbitol, glycerol, polyechlene glycoL poly- 
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alcohols with 3 to 6 carbon atoms, citric acid, citric acid esters, trietfayl citrate, and 
coDciblTuidons thereof. 

9. Ihe gel mass composition of claim 1, wherein the alkaline aqueous solution 
comprises an alkali selected from ttie group consisdng of ammoniB, sodiuxn 
hydroxide, potassium hydroxide, ethylenediamine, hydroxylaminev and cri- 
ethanolamine. 

10. The gel mass composition of claim 1, wherein the alkaline aqueous solution 
comprises a volatile alkali. 

1 L Hie gel mass composition of claim 10» wherein the volatile alkali is selected from the 
group consisting of ammonia and ethylenediamine, 

12. The gel mass composition of claim 1, wherein the alkaline aqueous solution is a 
hydroalcoholic solution. 

I 

13. Tlie gel mass composition of claim 1, where the final pH of the gel mass is less than 
or equal to about 8.5. 

14. The gel mass composition of claim 1^ wherein the gel mass composition is capable of 
producing an enteric soft capsule shell having a moisture content of from about 2% to 
about 10%. 

15. The gel mass composition of claim 14, wherein the moisture content is from about 
4% to about 8%. 

16. The gel mass composition of claim 14, wherein the moisture content is about 8%. 

17. The gel mass composition of claim 1, wherein the ratio of acid-insoluble polymer to 
film-former polymer is from about 20:80 to about 45 :55 by weight. 
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18. The gel mass composition of claim 1, conipiising a plasttcizer, wherein the ratio of 
plasticizer to film-fanning, water-solubte polymear is from about 1:9 to about 1:1 by 
weight 

19. The gel mass composition of claim 18, wherein the ratio of plasticizer to film- 
fomiing, wacw-soluble polymer is about 1:3 by weight. 

20. An enteric soft capsule sheU formed from a gel mass composition comprising 

a) * a film-fQiroin& water-soluble polymer, 

b) an acidrinsolable polymer; and 

c) an alkaline aqueous solvent; . 

wherein the ratio of acid-insoluble polymer to film-former polymer is from about 
20:80 to *6ut 45:55 by weight; die final pH of the gel mass is less dian or equal to 
about 9 pH units; and the moisture content of the entmc soft cs^sule shell ftinned 
from the gel mass composidon is firom about 2% to about 10%. 

21. A process of . manu&cturuig a sheJJ composition into soft capsules* the process 
comprising 

a) prepaihig a solution comprising a film-forming, water-soluble polym^ and an 
acid-insoluble polym^ and mixing with appropriate plasdcizers to form a gel muss; 

b) casting the gel mass into films or ribbons using hBat-contrplJed drums or 
surfaces; and 

c) forming a soft capsule using rotary die technology. 

22. -The process of claim 21. whermi the thickness of die films or ribbons is ftom about 
0.0 1 S inches to about O.OSO inches. 

23. The process of claim 21, wherem the thickness of the films or ribbons is about 0.020 
inches. 



20 

Empf .nr.:024 P. 007 



Empf .zeU W10/2d04 21:43 



